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Overview of the Guidelines for Bioequivalence Studies
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Summary : Generic drugs (hereinafter referred to as GE) have been listed as the subject of regulatory science since
1971. In this paper, I primarily focus on basic research of study methods involving bioequivalence studies to verify and
guarantee the equivalence of GE to the original drug concerning clinical efficacy and safety, and the background and
concepts of the guidelines based on the research. In the current guidelines, it is basically required to assess “equivalence”
in humans. On the other hand, the use of animal models or in vitro studies (including dissolution, release, and perme-
ability tests) to replace human studies has been an important issue for consideration. The current guidelines continuously
investigate the use of in vitro models to replace humans for equivalence assessment of pharmaceutical formulations
before and after a partial modification of oral solid dosage forms or topical dermatological dosage forms (semi-solid
dosage forms and patches) if the formulation modification is too minor to conduct an equivalency assessment in humans.
On the other hand, the guidelines simultaneously have to be carefully reviewed for the development of pharmaceutical
products in a scientific and rational manner to deliver products with high reliability to patients in the future.
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